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§ 438.310(c)(2)), or their contractors fur-
nish to Medicaid beneficiaries. 

External quality review organization 
means an organization that meets the 
competence and independence require-
ments set forth in § 438.354, and per-
forms external quality review, other 
EQR-related activities as set forth in 
§ 438.358, or both. 

Financial relationship means— 
(1) A direct or indirect ownership or 

investment interest (including an op-
tion or nonvested interest) in any enti-
ty. This direct or indirect interest may 
be in the form of equity, debt, or other 
means, and includes any indirect own-
ership or investment interest no mat-
ter how many levels removed from a di-
rect interest; or 

(2) A compensation arrangement with 
an entity. 

Health care services means all Med-
icaid services provided by an MCO, 
PIHP, or PAHP under contract with 
the State Medicaid agency in any set-
ting, including but not limited to med-
ical care, behavioral health care, and 
long-term services and supports. 

Outcomes means changes in patient 
health, functional status, satisfaction 
or goal achievement that result from 
health care or supportive services. 

Quality, as it pertains to external 
quality review, means the degree to 
which an MCO, PIHP, PAHP, or PCCM 
entity (described in § 438.310(c)(2)) in-
creases the likelihood of desired out-
comes of its enrollees through: 

(1) Its structural and operational 
characteristics. 

(2) The provision of services that are 
consistent with current professional, 
evidenced-based-knowledge. 

(3) Interventions for performance im-
provement. 

Validation means the review of infor-
mation, data, and procedures to deter-
mine the extent to which they are ac-
curate, reliable, free from bias, and in 
accord with standards for data collec-
tion and analysis. 

§ 438.330 Quality assessment and per-
formance improvement program. 

(a) General rules. (1) The State must 
require, through its contracts, that 
each MCO, PIHP, and PAHP establish 
and implement an ongoing comprehen-
sive quality assessment and perform-

ance improvement program for the 
services it furnishes to its enrollees 
that includes the elements identified in 
paragraph (b) of this section. 

(2) After consulting with States and 
other stakeholders and providing pub-
lic notice and opportunity to comment, 
CMS may specify performance meas-
ures and PIPs, which must be included 
in the standard measures identified and 
PIPs required by the State in accord-
ance with paragraphs (c) and (d) of this 
section. A State may request an ex-
emption from including the perform-
ance measures or PIPs established 
under paragraph (a)(2) of this section, 
by submitting a written request to 
CMS explaining the basis for such re-
quest. 

(3) The State must require, through 
its contracts, that each PCCM entity 
described in § 438.310(c)(2) establish and 
implement an ongoing comprehensive 
quality assessment and performance 
improvement program for the services 
it furnishes to its enrollees which in-
corporates, at a minimum, paragraphs 
(b)(2) and (3) of this section and the 
performance measures identified by the 
State per paragraph (c) of this section. 

(b) Basic elements of quality assessment 
and performance improvement programs. 
The comprehensive quality assessment 
and performance improvement pro-
gram described in paragraph (a) of this 
section must include at least the fol-
lowing elements: 

(1) Performance improvement 
projects in accordance with paragraph 
(d) of this section. 

(2) Collection and submission of per-
formance measurement data in accord-
ance with paragraph (c) of this section. 

(3) Mechanisms to detect both under-
utilization and overutilization of serv-
ices. 

(4) Mechanisms to assess the quality 
and appropriateness of care furnished 
to enrollees with special health care 
needs, as defined by the State in the 
quality strategy under § 438.340. 

(5) For MCOs, PIHPs, or PAHPs pro-
viding long-term services and supports: 

(i) Mechanisms to assess the quality 
and appropriateness of care furnished 
to enrollees using long-term services 
and supports, including assessment of 
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care between care settings and a com-
parison of services and supports re-
ceived with those set forth in the en-
rollee’s treatment/service plan, if ap-
plicable; and 

(ii) Participate in efforts by the 
State to prevent, detect, and remediate 
critical incidents (consistent with as-
suring beneficiary health and welfare 
per §§ 441.302 and 441.730(a) of this chap-
ter) that are based, at a minimum, on 
the requirements on the State for 
home and community-based waiver 
programs per § 441.302(h) of this chap-
ter. 

(c) Performance measurement. The 
State must— 

(1)(i) Identify standard performance 
measures, including those performance 
measures that may be specified by CMS 
under paragraph (a)(2) of this section, 
relating to the performance of MCOs, 
PIHPs, and PAHPs; and 

(ii) In addition to the measures speci-
fied in paragraph (c)(1)(i) of this sec-
tion, in the case of an MCO, PIHP, or 
PAHP providing long-term services and 
supports, identify standard perform-
ance measures relating to quality of 
life, rebalancing, and community inte-
gration activities for individuals re-
ceiving long-term services and sup-
ports. 

(2) Require that each MCO, PIHP, 
and PAHP annually— 

(i) Measure and report to the State 
on its performance, using the standard 
measures required by the State in 
paragraph (c)(1) of this section; 

(ii) Submit to the State data, speci-
fied by the State, which enables the 
State to calculate the MCO’s, PIHP’s, 
or PAHP’s performance using the 
standard measures identified by the 
State under paragraph (c)(1) of this sec-
tion; or 

(iii) Perform a combination of the ac-
tivities described in paragraphs (c)(2)(i) 
and (ii) of this section. 

(d) Performance improvement projects. 
(1) The State must require that MCOs, 
PIHPs, and PAHPs conduct perform-
ance improvement projects, including 
any performance improvement projects 
required by CMS in accordance with 
paragraph (a)(2) of this section, that 
focus on both clinical and nonclinical 
areas. 

(2) Each performance improvement 
project must be designed to achieve 
significant improvement, sustained 
over time, in health outcomes and en-
rollee satisfaction, and must include 
the following elements: 

(i) Measurement of performance 
using objective quality indicators. 

(ii) Implementation of interventions 
to achieve improvement in the access 
to and quality of care. 

(iii) Evaluation of the effectiveness 
of the interventions based on the per-
formance measures in paragraph 
(d)(2)(i) of this section. 

(iv) Planning and initiation of activi-
ties for increasing or sustaining im-
provement. 

(3) The State must require each MCO, 
PIHP, and PAHP to report the status 
and results of each project conducted 
per paragraph (d)(1) of this section to 
the State as requested, but not less 
than once per year. 

(4) The State may permit an MCO, 
PIHP, or PAHP exclusively serving 
dual eligibles to substitute an MA Or-
ganization quality improvement 
project conducted under § 422.152(d) of 
this chapter for one or more of the per-
formance improvement projects other-
wise required under this section. 

(e) Program review by the State. (1) The 
State must review, at least annually, 
the impact and effectiveness of the 
quality assessment and performance 
improvement program of each MCO, 
PIHP, PAHP, and PCCM entity de-
scribed in § 438.310(c)(2). The review 
must include— 

(i) The MCO’s, PIHP’s, PAHP’s, and 
PCCM entity’s performance on the 
measures on which it is required to re-
port. 

(ii) The outcomes and trended results 
of each MCO’s, PIHP’s, and PAHP’s 
performance improvement projects. 

(iii) The results of any efforts by the 
MCO, PIHP, or PAHP to support com-
munity integration for enrollees using 
long-term services and supports. 

(2) The State may require that an 
MCO, PIHP, PAHP, or PCCM entity de-
scribed in § 438.310(c)(2) develop a proc-
ess to evaluate the impact and effec-
tiveness of its own quality assessment 
and performance improvement pro-
gram. 
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